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5. 510(k) Summary or 510(k) Statement /‘< 053535

DEC 15 2008
Date: October 30, 2008

Submitter/Owner: Universal Medical, Inc. _

Officlal Contact Person Authorized by the Submitter:
Mark Job, Third-Party Reviewer
Regulatory Technology Services, LLC
1394 25th Street, NW .
Buffalo, MN 55313
Telephone: 763 682 4139
FAX: 763 682 4420
Email: mark@markjob.com

Device Type: cardiac event recorder; electrocardiograph transmitter
Device Class: [}

Regulation
Number 870.2920

Review Panel: Cardiovascular

Basis for the :
Submission: . new design incorporating wireless technology.
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Predicate Devices
Predicate devices for which Universal Medical, Inc. is claiming equivalence:

510(k) Trade or Model | Manufacturer Classlification Product
Number | Name Name Code
K071130 | Heartrak Smart Universal Medical, transmitters and DXH
AF Inc. receivers,
electrocardiograph,
telephone 870.2920
K060811 | Cg-6108 Card Guard Scientific | transmitters and DXH
Arrhythmia ECG | Survival, Lid. receivers,
Event Recorder electrocardiograph,
telephone
870.2920
Device Description

Heartrak Smart ECAT is a cardiac event recorder that is used to continuously scan and capture
ECG signals. Patients can use Heartrak Smart ECAT to capture ECG data both before and after
they experience a cardiac symptom. Heartrak Smart ECAT can capture and automatically record
asymptomatic, infrequent, or illusive arrhythmia events such as Bradycardia, Tachycardia, and
Atrial Fibrillation.

Heartrak Smart ECAT can store up to 30 days of ECG data in its memory. The physician can use
& compatible wireless device to set event recording times and autotriggering parameters and then
upload them to a patient’s monitor.

Using wireless technology, Heartrak Smart ECAT, when placed within range (less than 10
meters) of an RF compatible receiver, uploads recorded ECG waveform and ECG parameter data
to the receiver. When data upload is complete, data can be reviewed and analyzed at a
physician’s office, clinic, or monitoring center.

The physician is to instruct the patient on the proper use and care of the Heartrak Smart ECAT
monitor. Patients should be told to contact their physician if they have any further questions.

Intended Use

Heartrak ECAT is a hand-held, portable, externally applied, cardiac event rccorder,
electrocardiograph transmitter.
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Indications for Use

Heartrak Smart ECAT is a wireless ambulatory, multi-channel, continuous ECG event recorder
with embedded arrhythmia detection algorithms. Heartrak Smart ECAT registers symptomatic
and asymptomatic cardiac events triggered by a patient manually or auto-triggered by embedded
arrhythmia detection algorithms. Using wireless technology, Heartrak Smart ECAT, when placed
within range of an RF compatible receiver, uploads recorded ECG waveform and ECG
parameter data to the receiver. When data upload is complete, data can be reviewed and analyzed
at a physician’s office, clinic, or monitoring center.

Heartrak Smart ECAT does not deliver any energy, administer any drugs, make any diagnosis, or
control a patient’s life. Heartrak Smart ECAT is for prescription use only.
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food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

DEC 15 2008

Universal Medical, Inc.

¢/o Mr. Mark Job

Repgulatory Technology Services, LLC
1394 25™ Street NW

Buffalo, Minnesota 55313 -

Re: K083535
Trade/Device Name: Heartrak Smart ECAT
Regulation Number: 21 CFR 870.2920
Regulation Name: Telephone Electrocardiograph Transmitter and Receiver
Regulatory Class: Class I
Product Code: DXH
Dated: November 26, 2008
Received:  November 28, 2008

Dear Mr. Job:

We have reviewed your Section 510(k) premarket notification of intent to market the device .
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for arinual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration,

If your device is classified (see above) into either class II (Special Controls) or-class ITf (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can

- be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.
Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must




Page 2 - Mr. Mark Job

comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, petrmits your device
to proceed to the market,.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance at
(240) 276-0120. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification” (21CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH’s Office of Surveillance and Biometrics’ (OSB’s) Division of Postmarket
Surveillance at 240-276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDR)), please contact the Division of Surveillance Systems at 240-
276-3464. You may obtain other general information on your responsibilities under the Act from
the Division of Small Manufacturers, International and Consumer Assistance at its.toll-free
number (800) 638-2041 or (240) 276-3150 or at its Internet address

http://www.fda.gov/cdrh/industry/support/index htm].

Sincerely yours,
DV u_.vm |

Bram D. Zuckerman, M.D.
Director .
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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4. Indications for Use Statement

510(k) Number (if knovwn): LOF3SBS™
Device Name: Heartrak Smart ECAT
Indications for Use

Heartrak Smart ECAT is a wireless ambulatory, multi-channel, continuous ECG event
recorder with embedded arrhythmia detection algorithms, Heartrak Smart ECAT registers
symptomatic and asymptomatic cardiac events triggered by a patient manually or auto-
triggered by embedded arrhythmia detection algorithms. Using wireless technology, Heartrak
Smart ECAT, when placed within range of a compatible RF receiver, uploads recorded ECG
waveform and ECG parameter data to the receiver. When data upload is complete, data can be
reviewed and analyzed at a physician’s office, clinic, or monitoring center.

Heartrak Smart ECAT does not deliver any energy, administer any drugs, make any diagnosis,
or control a patient’s life. Heartrak Smart ECAT is for prescription use only.

Prescription Use X AND/OR Over-The-Counter Use

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

DAAnS R\ VLM
(Division Sign-Off)
Division oi Cardiovascular Devices

510(k) Number_¥ 0§35 35
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